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This international preliminary examination report has been prepared by this Intermational Preliminary

1.
Examining Authority and is transmitted to the applicant according to Article 36.

2. This REPORT consists of & total of sheets.
D This repart is also accompanied by ANNEXES, i.¢., sheets of the description, claims and/or drawings which have
been amended and are the basis for this report and/or sheets containing rectifications made before this Autharity.
(see Rule 70.16 and Section 607 of ﬁe Administrative Instructions under the PCT).

These annexes consist of a total of sheets.

3. This report contains indications relating to the following items:

I Basis of the report

I Priornity

It Non-establishment of report with regard to novelty, inventive step or industrial applicability

Lack of unity of invention

Rezasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability;
citations and explanations supporting such statement

P,

RO HOO0O

Certain documents cited

VIl Certain defects in the internati
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L  Basis of the report

1. This report bas been drawn on the basis of*{Sufitinge sheets which have beem fianished to the receiving Offics in response to an imiation
wyder Article 14 are referred o in this report as “originally filed” ard are nat annexed io the report since they do not cornuain amesidments):

[:] the international application as originally filed.
the description, pages (Scc Attached) | as ariginally filed.

pages , filed with the demand.
pages , filed with the letter of

pages , filed with the letter of

the clatms, Nos. _(Sce Attached) | as originally filed,

Nos. . a5 amended under Article 19,

Mos. , filed with the demand.

Nos. , filed with the letter of
Nos. , filed with the letter of

the drawings, sheets/fig (Seo Attached) ., as originally filed.
' sheets/fig ., filed with the demand.

sheetstfig , filed with the letter of
sheetstig , filed with the letter of

2. The amendments have resulted in the cancellation of:
the description, pages _NONE
the claims, Nos. NONE

the drawings,  sheets/fig NONE

3. D This report has been established as if (some of) the amendments had not been made, since they have been considered
to go beyond the disclosure as filed, as indicated in the Supplemenial-Bex Additional observations below (Rule 70.2(c)).

4. Additional observations, if necessary:
NONE
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability;

citations and explanations lupporting such statement

STATEMENT
Novelty (N) Claims 24, 12-16,_18-21 YES
Claims 1, 5-11, 17 NO
Inventive Step (IS) Claims 24, 1216, 18-21 YES
C!aims lr S'H,L’ ’ NO
Industrial Applicability (IA) Claims 121 ' YES
Claims NONE NO

2.

CITATIONS AND EXPLANATIONS

Claims 1, 5-11, 17 lack novelty under PCT Article 33(2) as being asticipaicd, of in the alternative lack and inventive step under
PCT Anticle 33(3) as being obvious over Hillier ct al or Myers.

Each of the prior art disclose nucleic acid sequence, which when aligned, shows about 95% similar over portions of
the nucleic acid sequence of the Seq ID. Thercfore, this art anticipates only these portions of the claims that are dirccted o
portions of the nucleic acid sequence, those portons/fragments/pactial domains of the claims; and to hybridizable sequence. Some
of the claims define the nucleic acid in terms of an encoded polypeptide or a polypeptide or epitopic portion of the eacoded
amino acid sequence. Although the prior art does not refer to an encoded amino acid sequence, in view of the fact that the
nucleic acids sequence are the same or substantially the same, it would be expected that these sequences would encade for those
amino acids regioas as recited by the claims. In the event the prior art docs not anticipate the claims, then the nucleic acids
sequence that are defined in torms of an eacoded emino acid sequence would have besn ebvious from the prior &t

Claims 2-4, 12-16 and 18-21 meet the criteria sct out in PCT Article 33(2) and 33(3), and claims 1-21 meet the criteria set
out in PCT Articls 33(2)-(4), because the prior art does not teach or fairly suggest the claimed products.

Claims 1-2] mest he criteria set out in PCT Article 33(4) for Industrial Applicability.

NEW CITATIONS
Datsbase EST-STS on MASPAR scarch, WeshU-Merck EST Project (St .Louis, MO, USA) No. R16882, HILLIER ET AL.

"y(44c01.52 Homo sapiens cDNA clone 129696 3' ", 14 April 1995, see sequence alignment.

Database EST-STS on MASPAR search, Stanford Human Genome Center (SHGC) (Stanford University School of Medicine,
Stanford, CA, USA) No. G30081, Myers, Richard, “Human STS SHGC-36171, sequence tagged site”
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VIL Certain defects in the international spplication

™

The following defects in the form or contents of the international application have been noted:

Claims 1, 5-10, 12-17, 19-20 are objected to under PCT Rule 66.2(a)iii} as containing the following defect(s) in the form or
contents thereof The new claims that were submitied 10 January 1997 inserted the phrass "INSERT*: DEPOSIT aumber”.
but the ectual Deposit Numbers were got provided, thus, the claims are incomplste in relercuce to the Deposit sumbers,
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VIIL Certain observations on the infernational application

. b .
The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully
supported by the description, are made:

The description is objected to under PCT Rule 66.2(a)Xv) as lacking clanity under PCT Anticle 5 because it fails to coatain an
adequate written description of . The description is inadequats because: the description has not taught the meaning of what the
percent identity is and how it is detcrmined and what parameters were used. Since different methods are know to produce
different results, the description has not provided a written description of such to support the claims.

Claims 1, 5-21 are objected to as lacking clarity under PCT Rule 66.2(aXv) becsuse practice of the claimed invention is not
adequately described in writing, us required under PCT Rule 5.1(a)ii}, for the reasons set forth in the immediately preceding

pamgraph.

The description is objected to under PCT Rule 66.2(a)v) as lacking clarity under PCT Article 5 because it fails to adequalely
enshle practice of the claimed invention because: the description has not cnabled the scope of nucleic acids that encode for
portions of the amino acid sequence that constitite domains or epitapes. There arc not structure/function studies of record to
identify regions that are important for structure and function of the protein, or for regions that would be sensitive or tolerzot of
modification and cleavage for 95% identity or form the various frmgments. Further, there arc no biological activity assays to
ensure that the encoded amino acids will passess the desired activity. In the absence of such, the skilled artisan would
be faced with undue experimentation

Claims 11, 18-21 ohjected to as lacking clarity under PCT Rule 66.2(a)v) because practice of the claimed invention is not
cnsbled as required under PCT Rule 5.1(a) for the reasons set forth in the immediately preceding paragraph.
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Supplemental Box

(To be used when the space in any of the preceding boxes is not sufficient)

Continuation of: Boxes 1 - VIII

CLASSIFICATION:

1. BASIS OF REPORT:

pages, 1-89, as originally filed.

pages, NONE, filed with the demand.
and additionsl amendments:

NONE

This report has been drawn on the basis of the claims,
anumbers,1-21 as originally filed. '
numbers, NONE, as amended vnder Article 5.
oumbers, NONB, filed with the demand.

and additional amendments:

NONE

This report has been drawn oo the basis of the dmwings,
sheets, 1-6 as originally filed.

sheets, NONE, filed with the demand,

and additional amendments:

NONE

‘This report has been drawn on the basis of the description,

Sheet 10

The [nternational Patent Classification (IPC) and/or the National classification are as listed below:
IPC(6): C12IN 15/00, 15719, 15/11, 15/63, 15/74; COTK 14/52, 16/24; AGIK 38/19, 39/395; and US Ci.: 536/23.5, 24.3,
435 /69.5, 70.21, 252.3, 320.1; 530/ 351, 388.23, 389.2; 424/85.1, 141.1
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